AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

Drug Enforcement Administration, Justice

evidence of diversion has been found.
This order shall specify the date on
which the termination of exemption
shall take effect. The Administrator
shall permit any interested party to
file written comments on or objections
to the order within 60 days of the date
of publication of the order in the FED-
ERAL REGISTER. If any such comments
or objections raise significant issues
regarding any finding of fact or conclu-
sion of law upon which the order is
based, the Administrator may suspend
the effectiveness of the order until he
has reconsidered the order in light of
comments and objections filed. There-
after, the Administrator shall rein-
state, terminate, or amend the original
order as determined appropriate.

(g) A manufacturer of an exempted
chemical mixture shall notify DEA in
writing, of any change in the quan-
titative or qualitative composition of a
chemical mixture that has been grant-
ed an exemption by application.
Changes include those greater than the
range of concentration given in the ap-
plication or that remove non-listed
chemical(s) given in the application as
part of the formulation. A new applica-
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tion will be required only if reformula-
tion results in a new product having a
different commercial application or
can no longer be defined as part of a
group of exempted chemicals. DEA
must be notified of reformulation at
least 30 days in advance of marketing
the reformulated mixture. For a
change in name or other designation,
code, or any identifier, a written notifi-
cation is required. DEA must be noti-
fied of any changes at least 60 days in
advance of the effective date for the
change.

(h) Each manufacturer seeking ex-
emption must apply for such an exemp-
tion. A formulation granted exemption
by publication in the FEDERAL REG-
ISTER will not be exempted for all man-
ufacturers.

(i) The following chemical mixtures,
in the form and quantity listed in the
application submitted (indicated as the
‘“‘date’” ) are designated as exempt
chemical mixtures for the purposes set
forth in this section and are exempted
by the Administrator from application
of sections 302, 303, 310, 1007, and 1008 of
the Act (21 U.S.C. 822, 823, 830, 957 and
958):

EXEMPT CHEMICAL MIXTURES

Manufacturer

Product name 1 Form Date

[Reserved]

1 Designate product line if a group.

[68 FR 23204, May 1, 2003, as amended at 75
FR 10681, Mar. 9, 2010]

§1310.16 Exemptions for certain
scheduled listed chemical products.

(a) Upon the application of a manu-
facturer of a scheduled listed chemical
product, the Administrator may by
regulation provide that the product is
exempt from part 1314 of this chapter if
the Administrator determines that the
product cannot be used in the illicit
manufacture of a controlled substance.

(b) An application for an exemption
under this section must contain all of
the following information:

(1) The name and address of the ap-
plicant.

(2) The exact trade name of the
scheduled listed chemical product for
which exemption is sought.

(3) The complete quantitative and
qualitative composition of the drug
product.

(4) A brief statement of the facts that
the applicant believes justify the
granting of an exemption under this
section.

(5) Certification by the applicant
that the product may be lawfully mar-
keted or distributed under the Federal,
Food, Drug, and Cosmetic Act.

(6) The identification of any informa-
tion on the application that is consid-
ered by the applicant to be a trade se-
cret or confidential and entitled to pro-
tection under U.S. laws restricting the
public disclosure of such information
by government employees.

(c) The Administrator may require
the applicant to submit additional doc-
uments or written statements of fact
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relevant to the application that he
deems necessary for determining if the
application should be granted.

(d) Within a reasonable period of
time after the receipt of a completed
application for an exemption under
this section, the Administrator shall
notify the applicant of acceptance or
non-acceptance of the application. If
the application is not accepted, an ex-
planation will be provided. The Admin-
istrator is not required to accept an ap-
plication if any of the information re-
quired in paragraph (b) of this section
or requested under paragraph (c) of this
section is lacking or not readily under-
stood. The applicant may, however,
amend the application to meet the re-
quirements of paragraphs (b) and (c) of
this section.

(e) If the application is accepted for
filing, the Administrator shall issue
and publish in the FEDERAL REGISTER
an order on the application, which
shall include a reference to the legal
authority under which the order is
based. This order shall specify the date
on which it shall take effect.

(f) The Administrator shall permit
any interested person to file written
comments on or objections to the
order. If any comments or objections
raise significant issues regarding any
findings of fact or conclusions of law
upon which the order is based, the Ad-
ministrator shall immediately suspend
the effectiveness of the order until he
may reconsider the application in light
of the comments and objections filed.
Thereafter, the Administrator shall re-
instate, revoke, or amend the original
order as deemed appropriate.

[71 FR 56024, Sept. 26, 2006]

§1310.21 Sale by Federal departments
or agencies of chemicals which
could be used to manufacture con-
trolled substances.

(a) A Federal department or agency
may not sell from the stocks of the de-
partment or agency any chemical
which, as determined by the Adminis-
trator of the Drug Enforcement Admin-
istration, could be used in the manu-
facture of a controlled substance, un-
less the Administrator certifies in
writing to the head of the department
or agency that there is no reasonable
cause to believe that the sale of the

21 CFR Ch. Il (4-1-10 Edition)

specific chemical to a specific person
would result in the illegal manufacture
of a controlled substance. For purposes
of this requirement, reasonable cause
to believe means that the Administra-
tion has Kknowledge of facts which
would cause a reasonable person to rea-
sonably conclude that a chemical
would be diverted to the illegal manu-
facture of a controlled substance.

(b) A Federal department or agency
must request certification by submit-
ting a written request to the Adminis-
trator, Drug Enforcement Administra-
tion. See the Table of DEA Mailing Ad-
dresses in §1321.01 of this chapter for
the current mailing address. A request
for certification may be transmitted
directly to the Office of Diversion Con-
trol, Drug Enforcement Administra-
tion, through electronic facsimile
media. A request for certification must
be submitted no later than fifteen cal-
endar days before the proposed sale is
to take place. In order to facilitate the
sale of chemicals from Federal depart-
ments’ or agencies’ stocks, Federal de-
partments or agencies may wish to
submit requests as far in advance of
the fifteen calendar days as possible.
The written notification of the pro-
posed sale must include:

(1) The name and amount of the
chemical to be sold;

(2) The name and address of the pro-
spective bidder;

(3) The name and address of the pro-
spective end-user, in cases where a sale
is being brokered;

(4) Point(s) of contact for the pro-
spective bidder and, where appropriate,
prospective end-user; and

(5) The end use of the chemical.

(c) Within fifteen calendar days of re-
ceipt of a request for certification, the
Administrator will certify in writing to
the head of the Federal department or
agency that there is, or is not, reason-
able cause to believe that the sale of
the specific chemical to the specific
bidder and end-user would result in the
illegal manufacture of a controlled
substance. In making this determina-
tion, the following factors must be con-
sidered:

(1) Past experience of the prospective
bidder or end-user in the maintenance
of effective controls against diversion
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